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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 70,72,74-77 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Francis et. (6524795) in view of Wolff et al. (WO 91/12779). Francis et al. 
disclose a method of examining walls of a patient for restenosis (which inherently is 
proliferation of smooth muscle cells having a spindle shape, see Kunz et al. 5733925), 
col. 8, lines 39-41, col. 13, lines 35-57, col. 58, lines 61-67. Francis et al. also disclose 
to provide a treatment with the patient having the vascular disease and this can include 
using a drug covered stent, col. 25, lines 5-9. However, Francis et al. do not explicitly 
disclose the stent covered is a plurality of stent performs with a metallic core 
encapsulated with caps and a combination of therapeutic agents. Wolff shows (Figs. 
1 ,17) a plurality of stent performs 12 to form a stent 10. Fig. 4 shows a stent perform 
with a metallic core 22 and an outer sheath 14 disposed about the contact surface. It 
can be seen (Figs. 12,15,17) that end caps exist on the core to encapsulate the ends of 
the wire. Wolff discloses the sheath on the metallic core can include a therapeutic 
agent, page 10, lines 35,36. Wolff et al. also disclose that the sheath is a polymer and 
can be bioabsorbable, page 12, lines 16-18. It is inherent there is pores in the sheath or 
coating since it allows for elution of the drug, page 10, lines 36-38. Additionally, Wolff 
discloses two therapeutic agents could be used, page 15, lines 19,20. It would have 
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been obvious to one of ordinary sl^ill in tine art to use tine restenosis stent of Wolff et al. 
with the method of treating a patient by Francis et al. such that it provides a flexible 
stent and enables the patient to receive multiple treatment materials to the patient 
having a restenosis condition. 

Claim 71 is rejected under 35 U.S.C. 103(a) as being unpatentable over Francis 
et. '795 in view of Wolff et al. (WO 91/12779) as applied to claim 70 above, and further 
in view of Kahan et al. (Transplantation, 1991 per Applicant's IDS). Wolff does disclose 
the therapeutic agents can be cell inhibiting, page 9. However, Francis as modified by 
Wolff fail to explicitly disclose the combination of drugs include rapamycin and 
cyclosporine. Kahan et al. teach that a combination of the drugs rapamycin and 
cyclosporine provide a synergistic effect, see abstract. It would have been obvious to 
one of ordinary skill in the art to utilize the combination of drugs of rapamycin and 
cyclosporine as taught by Kahan et al. with the stent of Francis as modified by Wolff et 
al. such that it enhances the immunosuppression of the smooth muscle cells involved in 
restenosis. 

Claim 73 is rejected under 35 U.S.C. 103(a) as being unpatentable over Francis 
et. '795 in view of Wolff et al. (WO 91/12779) as applied to claim 70 above, and further 
in view of Liprie et al. (6491662). Wolff does disclose the stent can be made from self- 
expanding material, page 10, line 27. However, Francis as modified by Wolff fail to 
explicitly disclose the core stent material is made of shape memory alloy. Liprie et al. 
teach that a core is made of shape memory alloy to strengthen the vascular device, col. 
2, lines 36-43. It would have been obvious to one of ordinary skill in the art to substitute 
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metal materials and use a SMA as taught by Liprie with the stent of Francis as modified 
by Wolff et al. such that it is flexible enough for delivery through a tortuous vessel, but 
stiff enough to not crimp. 

Claims 78,79 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Francis et. '795 in view of Wolff et al. (WO 91/1 2779) as applied to claim 70 above, and 
further in view of Barclay et al. (2002/77693). Francis et al. in view of Wolff et al. is 
explained supra. Wolff et al. does disclose multiple polymer layers can be used. Fig. 3B 
and page 15, lines 11-21. However, Francis et al. as modified by Wolff et al. fail to 
disclose the drug is coated over the sheath and also using a release layer. Barclay et al. 
teach (Fig. 5E) a stent 139 can have an outer sheath 141A and then a drug layer 147 
and then a release layer 143. This enables the drug to be delivered to the lumen tissue 
and not the blood. It would have been obvious to place the drug layer on a sheath layer 
and then a release layer of polymer on the stent as taught by Barclay et al. with the 
stent of Francis modified with the stent filaments of Wolff et al. such that it can treat the 
lumen. 



Response to Arguments 

Applicant's arguments with respect to claim 70 have been considered but are 
moot in view of the new ground(s) of rejection. In response to applicant's argument that 
the Wolff reference fails to show certain features of applicant's invention, it is noted that 
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the features upon which applicant relies (i.e., core completely encapsulated) are not 
recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F.2d 11 81, 26 USPQ2d 1057 (Fed. Cir. 1993). According to Figs. 
1,12,15,17 of Wolff, the ends must be encapsulated otherwise it would be showing the 
core as illustrated in an embodiment that does not encapsulate the ends, see Fig. 13. 
Wolff can be said to meet the claim limitations regarding the stent structure. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Brian E. Pellegrino whose telephone number is 571- 

272- 4756. The examiner can normally be reached on M- F (9am-5:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

TC 3700 

/Brian E Pellegrino/ 

Primary Examiner, Art Unit 3738 



